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No claim of confidentiality is made for any information con¬ 
tained. in this study on the basis of its falling within the 
scope of FIFRA 110(d)(1)(A), (B), or (C). 

Company: CIBA-GEIGY Corporation (Typed Name) 

Company Agent: Thomas Parshley (Typed Name) 

Title• Senior Reg. Specialist 

Signature: Date: 


These data are the property of the Agricultural Division of 
CIBA-GEIGY Corporation, and as such, are considered to be 
confidential for all purposes other than compliance with 
FIFRA §10. Submission of these'data in compliance with FIFRA 
does not constitute a waiver of any right to confidentiality 
which may exist under any other statute or in any other 
country. 


PM3006899669 


Source: https://www.industrydocuments.ucsf.edu/docs/rzkx0001 




Page 3 of fi 


2337-31 


STILLMEADOW, Inc. GLP Compliance Statement 

This study was designed and performed in' STILLMEADOW, Inc.'s AAALAC 
accredited laboratory in conformance with Good Laboratory Practice Standards 
for Nonclinical Laboratory Studies as specified by Department of Health. 
Education, and Welfare Food and Drug Administration CFR 59986, Dec. 22, 
1978) . 

. . 

Robert J./Sabol 
STILLMEADOW, Inc. 


This study does not meet the requirements ( for 40 CFR Part 160 
since it was conducted prior to the issuance of the EPA Good 
Laboratory Practice Standards. It was conducted according to 
the FDA Good Laboratory Practice Standards as indicated above 


Submitter/Sponsor of Study: 


PM3006899670 




Merrill Tisie 
Agricultural/ 
CIBA-GEIGY « 

i 

Division 

>rporation 


Greensboro, North Carolina 


Source: https://www.industrydocuments.ucsf.edu/docs/rzkx0001 
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Certification of Availability of Raw Data 

I hereby certify that the submitter possesses or has access to 
the raw data used in or generated by the study summarized in 
this document. 


Submitter's Representative: 


Signature/Date: 
Typed Name: 
Title: 
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Merrill Ti.^riel 


Toxicologist 


Certification_of_Accuracy of Summary and Adequacy of the Study 

I certify, in compliance with FIFRA section 4(e)(1)(A), that 
this summary accurately represents the data presented in the 
report(s) of this study cited by MRID, and that this study fully 
satisfies all pertinent requirements of the OPP Guideline it 
addresses. 


Submitter's Representative: 



R406MT0 628MG 


PM3006899671 


Source: https://www.industrydocuments.ucsf.edu/docs/rzkx0001 





Page 5 of 8 

Subdivision F 1 
Guideline Ret No. 81-1 
December 24, 1989 



81-1 acbsb Oral Tatty in the Rat 
ACCEPTANCE CRITERIA 
Does four study meet the following at ncptaace criteria? 

1. _N Technical form of the active ingredient tested, (for reregistration only) 

2. * Y At least 5 young adult rawsewgroup 

3. _Y, Dosing, single oral may be sdnunmered over 24 hrs. 

4. * NA Vehicle control if other thin water. 

5. _Y_ Doses sufficient to determine a toxicity category or a limit dose (5000 mg/kg). 

6. Y Individual observations at least onee a day. 

7. Y Observation period to last at least 14 days, or until all test animals appear normal whichever 

is longer. 

8. _j_ Individual daily observations. 

9. * Y Individual body weights. 

LU.* Y Gross necropsy on ail animals. 


Criteria marked with a * are supplemental and may not be required for every study. 

C-S4 



PM3006899672 
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IDENTIFICATION OF TEST MATERIAL 


Chemical Name 
CAS Name: 


Common Name: 

Trade Name: 

CIBA-GEIGY Code Number: 
CAS Registry Number: 

EPA Shaughnessy Number: 
Chemical Structure: 


N-(2-Chloro-6-fluorobenzvl)- 
N-ethyl-a,a,a,-trifluora-2,6- 
dinitro-p-toluidine 

or 

2-Chloro-N-[2,6-dinitro-4- 
(trifluoromethyl)phenyl] -N- 
ethyl-6-fluorobenzenemethanamine 

Flumetralin 

Prime +® 

CGA-41065 

62924-70-3 

Unknown 




Percent Active Ingredient 

Prime +@: 15.0% (Inert, 85.0%) 


Identity and Compo?it;ipn of Impurities 
Not required for formulated product 





PM3006899673 
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Prime+: 81-1: Acute Oral Toxicity in the Rat 


1. The test article was Prime+ (CGA-41065 15E), a clear orange 
liquid, FL-810737. 


2. Five male and five female albino rats (TAS:(SD)) were treated 
at each of four dose levels. 


3. The dose was administered as a single dose by oral 
intubation. 


4. The test article was administered as received; no vehicle was 
used. 


5. Doses tested and results were: 


Dose 


Number 

Dead/Number 

Treated 



Males 

Females 

Overall 

3530 


1/5 

1/5 

2/10 

4000 


1/5 

2/5 

3/10 

4530 


1/5 

4/5 

5/10 

5130 


4/5 

4/5 

8/10 

LD 50 (mg/kg) 


4727 

4129 

4396 

95% confidence 

limits 

3983-5609 

3580-4763 

3987-4848 

Slope Function 

(S) 

1.27 

1.22 

1.25 

95% confidence 

limits 

0.92-1.76 

0.97-1.53 

1.05-1.49 


6. Observations for pharmacologic and/or toxicologic effects and 
mortality were recorded approximately 0.5, 3, and 6 hours 
after dosing. Prominent observations on the day of dosing in 
one or more of the dose groups included salivation, activity 
decrease, polyuria, piloerection, yellow diarrhea, dilated 
pupils, ptosis, and ataxia. 


7. Individual observations were made at least once daily for 14 
days following dosing. Prominent observations for the 14 
days following dosing in one or more of the dose groups were 
activity decrease, yellow urine, polyuria, lacrimation, pilo¬ 
erection, ptosis, and yellow diarrhea. 


PM3006899674 
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8. See Items 6 and 7. 

9. _ Body Weights (q) (Mean/Number Alive) 


Dose 


Males 


Females 


(mq/kg) 

Initial 

Day 7 

Dav 14 

Initial 

Dav 7 

Dav 14 

3530 

283/5 

289/4 

321/4 

209/5 

220/4 

241/4 

4000 

264/5 

266/4 

306/4 

217/5 

219/4 

260/3 

4530 

280/5 

283/4 

313/4 

206/5 

200/1 

215/1 

5130 

260/5 

300/1 

340/1 

228/5 

240/1 

270/1 


10. A gross necropsy examination was conducted on each animal 
which died or was sacrificed at termination of the study. 
Findings of signs of salivation, polyuria, diarrhea, chromo- 
dacryorrhea, melanuria, lacrimation, testes drawn into 
abdominal cavity, discoloration of contents of urinary 
bladder, discoloration of contents of stomach and intestines, 
discoloration of the mesenteric lymph nodes, discoloration of 
the stomach mucosa, discoloration of abdominal fatty tissue, 
serosal blood vessels pronounced on entire gastrointestinal 
tract, cardiac region of the stomach adhered to other 
tissues, and variations thereof, were considered to be 
related to treatment with Prime+. 


11. There were no significant changes from the Acceptance 

Criteria in this study. It is noted that the test article 
in this study was the formulated product rather than the 
technical material. The report of an acute oral toxicity 
study with the technical material <MRID 00093998) is also 
summarized in this Phase 3 submission. 


GILLIS :R509SW0914JG/MT 


PM3006899675 
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